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Dear Colleague

MHRA DRUG SAFETY UPDATE - STATINS: VERY INFREQUENT REPORTS OF
MYASTHENIA GRAVIS, AND FLUOROQUINOLONE ANTIBIOTICS: SUICIDAL
THOUGHTS AND BEHAVIOUR

The Medicines and Healthcare products Regulatory Agency (MHRA) have issued the
below Drug Safety Updates.

Healthcare Professionals are asked to note and action the advice for healthcare
professionals, advice for healthcare professionals to provide to patients, parents and
carers and recommendations contained within the Drug Safety Updates.

Please find links to the complete MHRA Drug Safety Updates included below:

Statins: very infrequent reports of myasthenia gravis

Globally, there has been a very small number of reports of new-onset or
aggravation of pre-existing myasthenia gravis with atorvastatin, pravastatin,
lovastatin, fluvastatin, simvastatin, rosuvastatin and pitavastatin (single-
ingredient and fixed-dose combination products). Advise patients taking statins
to be alert to new symptoms for myasthenia gravis, or worsening symptoms of
pre-existing myasthenia gravis, and to seek medical advice if these occur.

Fluoroquinolone antibiotics: suicidal thoughts and behaviour

Healthcare professionals prescribing fluoroquinolone antibiotics (ciprofloxacin,
delafloxacin, levofloxacin, moxifloxacin, ofloxacin) are reminded to be alert to
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the risk of psychiatric reactions, including depression and psychotic reactions,
which may potentially lead to thoughts of suicide or suicide attempts.
Healthcare professionals are also reminded to advise patients to be alert to
these risks.

Report suspected reactions on a Yellow Card

Please continue to report suspected adverse drug reactions to the Yellow Card
scheme. Healthcare professionals, patients, and caregivers are asked to submit
reports using the Yellow Card scheme electronically using:

« the Yellow Card website
« the Yellow Card app; download from the Apple App Store or Google Play Store
« some clinical IT systems for healthcare professionals

When reporting please provide as much information as possible, including information
about batch numbers, medical history, any concomitant medication, onset timing,
treatment dates, and product brand name.

Yours sincerely
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https://www.health-ni.qgov.uk/topics/professional-medical-and-environmental-health- °
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